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Statement of Additional Facts 
Nil 



Ar gument 

i) Rejection of claims 1 and 11 under 35 U.S.C. s. 103(a) 

In the Examiner' s Answer mailed June 19, 2009, the new Examiner re-casts the 
previous Examiner's s. 103(a) rejection, stating "examiner acknowledges that the 
previous examiner may have misspoken when using the term "inherent" in the 
rejection. . . . and although it is not inherent that use of the Kempe device is for 
treatment of inflammation diseases such as those claimed in the instant application, 
examiner respectfully maintains that it would have been obvious to one of ordinary 
skill in the art at the time of the rejection to have treated any pain resulting from 
inflammation with Kempe 's article, regardless of how the inflammation was caused, 
because Kempe teaches that muscle soreness is generally regarded as being caused by 
an inflammatory response and that use of the article is for treating pain associated with 
muscle soreness." 

In the Final Office Action mailed November 26, 2007, the Examiner stated 
(page 5, line 15-16), "It is understood that DOMS is different form [sic] pain caused 
by inflammatory disease . . ." The new Examiner therefore has completely overturned 
the previous Examiner's reasoning in the Final Office Action mailed November 26, 
2007. Further the new Examiner mis-states the teaching of Kempe US 6,146,35 1 in 
stating that it teaches "that muscle soreness is generally regarded as a result of an 
inflammatory response by persons of ordinary skill in the art." In fact Kempe US 
6,146,351 at column 1, lines 50-55 states that the cause of muscle soreness is not 
completely known, and that there are a number of theories as to its cause, one being 
that damage to muscle ultrastructure initiates an inflammatory response, and other 
theories being that muscular pain receptors are stimulated by other than inflammatory 
mediators. The Clement declaration, at paragraph 3 ( Appeal Brief, page 23), explains 
that DOMS is a direct result of injury to muscle from micro-trauma secondary to 
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overuse. By contrast, an inflammatory disease is created by an autoimmune disorder 
or infective agent, not micro-trauma. Thus there is no evidence of any connection 
between DOMS and an inflammatory disease. DOMS is more similar to a sprained 
ankle than it is to a disease. 

The Examiner puts forward no evidence other than Kempe US 6,146,351 in 
support of the obviousness rejection, whereas both expert declarations directly 
contradict the Examiner's conclusion. Paragraph 4 of the Clement declaration 
(Appeal Brief, page 23) states, "Nor would a physician in my field expect that a 
treatment for DOMS would also successfully treat inflammatory diseases such as 
gout, infective or rheumatoid arthritis." Paragraph 4 of the Hershler declaration 
(Appeal Brief, page 27) states, "Further in my opinion, based on my medical 
experience, it would not be expected that a treatment which reduces Delayed Onset 
Muscle Soreness (DOMS) would also successfully treat inflammatory diseases such 
as arthritis or tendinitis. DOMS is simply a disorder of pain in muscle." Thus the 
evidence of those skilled in the art as evidenced by the declarations of Dr. Douglas B. 
Clement and Dr. Cecil Hershler is that it would not be obvious that a treatment which 
reduces Delayed Onset Muscle Soreness (DOMS) would also successfully treat 
inflammatory diseases. There is no basis in the record, evidentiary or otherwise, that 
contradicts the evidence of Dr. Douglas B. Clement and Dr. Cecil Hershler. It is also 
notable that the two experienced Examiners have taken such contradictory and 
antithetical positions as to why the claimed invention is obvious. 

ii) Rejection of claims 2-10 and 12-70 under 35 U.S.C. s. 103(a) 

Independent claims 1 and 1 1 being patentable over the cited art, it is 
submitted that the dependent claims 2-10 and 12-70 which depend from them are 
similarly patentable. 
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Summary 

The appellant submits for the foregoing reasons that the Examiner's re-stated 
rejections, of independent claims 1 and 1 1 and dependent claims 2-10, and 12-70 are 
erroneous and reversal of such rejection is respectfully requested. 



Respectfully submitted, 

By: . 

Bruce M. Green 
Registration No.: 30,524 
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Statement of Additional Facts 
Nil 



Ar gument 



i) Rejection of claims 1 and 11 under 35 U.S.C. s. 103(a) 

In the Examiner's Answer mailed June 1 9, 2009, the new Examiner re-casts the 
previous Examiner's s. 103(a) rejection, stating "examiner acknowledges that the 
previous examiner may have misspoken when using the term "inherent" in the 
rejection. . . . and although it is not inherent that use of the Kempe device is for 
treatment of inflammation diseases such as those claimed in the instant application, 
examiner respectfully maintains that it would have been obvious to one of ordinary 
skill in the art at the time of the rejection to have treated any pain resulting from 
inflammation with Kempe 's article, regardless of how the inflammation was caused, 
because Kempe teaches that muscle soreness is generally regarded as being caused by 
an inflammatory response and that use of the article is for treating pain associated with 
muscle soreness." 

In the Final Office Action mailed November 26, 2007, the Examiner stated 
(page 5, line 15-16), "It is understood that DOMS is different form [sic] pain caused 
by inflammatory disease ..." The new Examiner therefore has completely overturned 
the previous Examiner's reasoning in the Final Office Action mailed November 26, 
2007. Further the new Examiner mis-states the teaching of Kempe US 6,146,351 in 
stating that it teaches "that muscle soreness is generally regarded as a result of an 
inflammatory response by persons of ordinary skill in the art." In fact Kempe US 
6,146,351 at column 1, lines 50-55 states that the cause of muscle soreness is not 
completely known, and that there are a number of theories as to its cause, one being 
that damage to muscle ultrastructure initiates an inflammatory response, and other 
theories being that muscular pain receptors are stimulated by other than inflammatory 
mediators. The Clement declaration, at paragraph 3 ( Appeal Brief, page 23), explains 
that DOMS is a direct result of injury to muscle from micro-trauma secondary to 
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overuse. By contrast, an inflammatory disease is created by an autoimmune disorder 
or infective agent, not micro-trauma. Thus there is no evidence of any connection 
between DOMS and an inflammatory disease. DOMS is more similar to a sprained 
ankle than it is to a disease. 

The Examiner puts forward no evidence other than Kempe US 6,146,351 in 
support of the obviousness rejection, whereas both expert declarations directly 
contradict the Examiner's conclusion. Paragraph 4 of the Clement declaration 
(Appeal Brief, page 23) states, "Nor would a physician in my field expect that a 
treatment for DOMS would also successfully treat inflammatory diseases such as 
gout, infective or rheumatoid arthritis." Paragraph 4 of the Hershler declaration 
(Appeal Brief, page 27) states, "Further in my opinion, based on my medical 
experience, it would not be expected that a treatment which reduces Delayed Onset 
Muscle Soreness (DOMS) would also successfully treat inflammatory diseases such 
as arthritis or tendinitis. DOMS is simply a disorder of pain in muscle." Thus the 
evidence of those skilled in the art as evidenced by the declarations of Dr. Douglas B. 
Clement and Dr. Cecil Hershler is that it would not be obvious that a treatment which 
reduces Delayed Onset Muscle Soreness (DOMS) would also successfully treat 
inflammatory diseases. There is no basis in the record, evidentiary or otherwise, that 
contradicts the evidence of Dr. Douglas B. Clement and Dr. Cecil Hershler. It is also 
notable that the two experienced Examiners have taken such contradictory and 
antithetical positions as to why the claimed invention is obvious. 

ii) Rejection of claims 2-10 and 12-70 under 35 U.S.C. s. 103(a) 

Independent claims 1 and 1 1 being patentable over the cited art, it is 
submitted that the dependent claims 2-10 and 12-70 which depend from them are 
similarly patentable. 



Summary 

The appellant submits for the foregoing reasons that the Examiner's re-stated 
rejections of independent claims 1 and 1 1 and dependent claims 2-10, and 12-70 are 
erroneous and reversal of such rejection is respectfully requested. 



By 



Respectfully submitted, 

: ^U^. - 
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Statement of Additional Facts 

Nil 
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Argument 



i) Rejection of claims 1 and 11 under 35 U.S.C. s. 103(a) 

In the Examiner's Answer mailed June 19, 2009, the new Examiner re-casts the 
previous Examiner's s. 103(a) rejection, stating "examiner acknowledges that the 
previous examiner may have misspoken when using the term "inherent" in the 
rejection. . . . and although it is not inherent that use of the Kempe device is for 
treatment of inflammation diseases such as those claimed in the instant application, 
examiner respectfully maintains that it would have been obvious to one of ordinary 
skill in the art at the time of the rejection to have treated any pain resulting from 
inflammation with Kempe's article, regardless of how the inflammation was caused, 
because Kempe teaches that muscle soreness is generally regarded as being caused by 
an inflammatory response and that use of the article is for treating pain associated with 
muscle soreness." 

In the Final Office Action mailed November 26, 2007, the Examiner stated 
(page 5, line 15-16), "It is understood that DOMS is different form [sic] pain caused 
by inflammatory disease . . ." The new Examiner therefore has completely overturned 
the previous Examiner's reasoning in the Final Office Action mailed November 26, 
2007. Further the new Examiner mis-states the teaching of Kempe US 6,146,351 in 
stating that it teaches "that muscle soreness is generally regarded as a result of an 
inflammatory response by persons of ordinary skill in the art." In fact Kempe US 
6,146,351 at column 1, lines 50-55 states that the cause of muscle soreness is not 
completely known, and that there are a number of theories as to its cause, one being 
that damage to muscle ultrastructure initiates an inflammatory response, and other 
theories being that muscular pain receptors are stimulated by other than inflammatory 
mediators. The Clement declaration, at paragraph 3 ( Appeal Brief, page 23), explains 
that DOMS is a direct result of injury to muscle from micro-trauma secondary to 
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overuse. By contrast, an inflammatory disease is created by an autoimmune disorder 
or infective agent, not micro-trauma. Thus there is no evidence of any connection 
between DOMS and an inflammatory disease. DOMS is more similar to a sprained 
ankle than it is to a disease. 

The Examiner puts forward no evidence other than Kempe US 6,146,351 in 
support of the obviousness rejection, whereas both expert declarations directly 
contradict the Examiner's conclusion. Paragraph 4 of the Clement declaration 
(Appeal Brief, page 23) states, "Nor would a physician in my field expect that a 
treatment for DOMS would also successfully treat inflammatory diseases such as 
gout, infective or rheumatoid arthritis." Paragraph 4 of the Hershler declaration 
(Appeal Brief, page 27) states, "Further in my opinion, based on my medical 
experience, it would not be expected that a treatment which reduces Delayed Onset 
Muscle Soreness (DOMS) would also successfully treat inflammatory diseases such 
as arthritis or tendinitis. DOMS is simply a disorder of pain in muscle." Thus the 
evidence of those skilled in the art as evidenced by the declarations of Dr. Douglas B. 
Clement and Dr. Cecil Hershler is that it would not be obvious that a treatment which 
reduces Delayed Onset Muscle Soreness (DOMS) would also successfully treat 
inflammatory diseases. There is no basis in the record, evidentiary or otherwise, that 
contradicts the evidence of Dr. Douglas B. Clement and Dr. Cecil Hershler. It is also 
notable that the two experienced Examiners have taken such contradictory and 
antithetical positions as to why the claimed invention is obvious. 

ii) Rejection of claims 2-10 and 12-70 under 35 U.S.C. s. 103(a) 

Independent claims 1 and 1 1 being patentable over the cited art, it is 
submitted that the dependent claims 2-10 and 12-70 which depend from them are 
similarly patentable. 
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Summary 

The appellant submits for the foregoing reasons that the Examiner's re-stated 
rejections of independent claims 1 and 1 1 and dependent claims 2-10, and 12-70 are 
erroneous and reversal of such rejection is respectfully requested. 



Respectfully submitted, 




Bruce M. Green 
Registration No.: 30,524 
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